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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
10/14/08 has been entered. 

The amendment and remarks filed on 10/14/08 are acknowledged. Claims 13, 
20, 23, 25, 28-30, 52 have been amended, claims 15, 44, 46, 47 have been canceled. 
Claims 59-62 are newly submitted. 

Eiection/Restrictions 

Applicant's election with traverse of Group III, and species election drawn to SEQ 
ID No: 5 in the response filed 6/13/07 are acknowledged. Because applicant did not 
distinctly and specifically point out the supposed errors in the restriction requirement, 
the election has been treated as an election without traverse (MPEP § 818.03(a)). 

It is noted the claim 13 as originally filed embraces a genus of nucleic acids 

encoding numerous NHP peptides, each has distinct structure and functional 

characteristics, and each possesses separate status in the art, hence qualified as 

independent and distinct inventions. In view of the restriction requirement issued 

5/15/07, and the prosecution history so far, claims drawn to a nucleic acid encoding a 
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peptide comprising SEQ ID No: 6 is hereby rejoined and will be examined in this 
application, but not nucleic acids encoding additional NHP peptides. 

To this end, it is noted due to the amendment of the sequence listing, SEQ ID 
Nos: 12 & 13 are no longer directed a nucleic acid encoding either instant SEQ ID No: 5 
or 6, and hence are withdrawn from further consideration pursuant to 37 CFR 1 .142(b) 
as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. 

Claims 13, 20, 21, 23-25, 27-30, 43, 45, 48-62 are under current examination. 
Speciffcation 

The specification is objected to because the listing for SEQ ID No: 5 does not 
match the description of the specification. The amendment of the specification 
submitted 1/10/2008 states, "SEQ ID No: 5 is the amino acid sequence of cloned mouse 
pNHP73-102. However, the 29 amino acid residues only account for NHP 73 through 
1 01 , if it starts from "gly" at position 73. 

Appropriate clarification is required. 

Claim Objection 

Claims 52-58, 62 are objected to because they contain subject matter drawn to 
non-elected inventions (SEQ ID Nos: 12, 13). Upon election of an invention for 
prosecution, the claim should be amended so that it only reads on the elected invention. 
Appropriate correction is required. 
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Claims 48-51, 61 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Priority 

Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 1 9(e) 
or under 35 U.S.C. 120, 121 , or 365(c) is acknowledged. Applicant has not complied 
with one or more conditions for receiving the benefit of an earlier filing date under 35 
U.S.C. §120 as follows: 

The later-filed application must be an application for a patent for an invention 
which is also disclosed in the prior application (the parent or original nonprovisional 
application or provisional application). The disclosure of the invention in the parent 
application and in the later-filed application must be sufficient to comply with the 
requirements of the first paragraph of 35 U.S.C. 112. See Transco Products, Inc. v. 
Performance Contracting, Inc., 38 F.3d 551, 32 USPQ2d 1077 (Fed. Cir. 1994). 

The disclosure of the prior-filed application. Application No. 60/319,529, fails to 
provide adequate support or enablement in the manner provided by the first paragraph 
of 35 U.S.C. 1 1 2 for one or more claims of this application. Specifically, the provisional 
application fails to disclose SEQ ID No: 5 or 6. Thus, the priority date for the elected 
species, SEQ ID Nos: 5 & 6 has been established as the filing date of the PCT 
application, i.e. 9/8/03. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 13, 20, 23, 25, 28-30 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Seidman etal (Science 1984;226:1206-9, IDS). 

Claims embrace homologs of SEQ ID No: 5. The specification teaches that the 
NHP homologs include peptides containing all orpart of an exemplified NHP 
polypeptide sequence, including conservative substitutions (Specification, paragraph 
0049). 

Seidman et al teach an expression vector comprising a nucleic acid sequence 
encoding a natriuretic peptide hormone NHP, which comprising part of the instant SEQ 
ID No: 5, and host cells comprising the vector were used at least for propagating the 
vector. Accordingly, Seidmen et al anticipate instant claims. 

Claims 13, 20, 21 , 23-25, 28-30, 43, 45, 59, 60 are rejected under 35 
U.S.C. 102(b) as being anticipated by Shimkets (US 6,013,630). 

Sliimkets teaches a pharmaceutical composition comprising a nucleic acid 
sequence encoding an artrial natriuretic factor (ANF), while the preferred embodiment is 
a 28-amino acid peptide (SEQ ID No: 1) of the rat or human ANF, which comprises 
residue 3 through 29 of the instant SEQ ID No: 5, a homolog of instant SEQ ID No: 5. 
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Shimkets also teaches a nucleic acid encoding a ANF comprising instant SEQ ID No: 6 
(SEQ ID No: 2 of Shimkets). Shimkets goes on to teach plasmid vectors and host cells 
comprising the nucleic acid (§ 5.2). Shimkets also teaches vectors could be used in 
gene therapy as a therapeutic agent in a pharmaceutical carrier such as encapsulated 
in liposomes (§ 5.3.2). Accordingly, Shimkets anticipates instant claims. 

Claims 20, 21 , 23-25, 59 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Zivin etal. (PNAS 1984;81:6325-9, IDS). 

Claims are directed to nucleic acids, vectors, host cells comprising nucleic acid 
encoding a NHP comprising SEQ ID No: 6 and its homologs. 

Zivin teaches a nucleic acid sequence encoding a natriuretic hormone peptide 
(NHP) comprising amino acid residues of instant SEQ ID No: 6 (see figure 1), plasmid 
vectors comprising the nucleic acids (pBR322), and host cells comprising the vector. 
Accordingly, Zivin anticipates instant claims. 

Claims 20, 21 , 23-25, 53-55, 59, 62 are rejected under 35 U.S.C. 102(a) as being 
anticipated by Collins etal. (PNAS 2002;99;1 6899-1 6903). 

Claims are directed to a nucleic acid comprising the nucleotide sequence SEQ ID 
No: 19, which is also a nucleic acid encoding a peptide comprising SEQ ID No: 6. 

Collins discloses a nucleic acid sequence comprising instant SEQ ID No: 19. 
Vectors and host cells have been used in cloning and sequencing. Accordingly, Collins 
anticipates instant claims. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not Identically disclosed or described as set 
forth In section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the Invention was made. 

Claims 13, 27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Shimkets (US 6,013,630), in view of Nicolaas et al (Pharm Res 1996;13:1686-92). 

Shimkets teach a pharmaceutical composition comprising a nucleic acid 
sequence encoding a natriuretic hormone peptide (SEQ ID No: 1), which is a homolog 
of instant SEQ ID No: 5. Shimkets does not teach the composition further comprises a 
chitosan. 

Nicolaas remedy the deficiency by establishing it was well known in the art 
before instant priority date that chitosans could enhance small peptide drug delivery 

(e.g. the abstract). 

Accordingly, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the method taught by Shimkets by simply 
including chitosan for NHP peptide delivery as taught by Nicolaas with a reasonable 
expectation of success. The ordinary skilled artisan would have been motivated to 
modify the claimed invention because of enhanced delivery efficiency. Thus, the 
claimed invention as a whole was prima facie obvious in the absence of evidence to the 
contrary. 
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No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Q. JANICE LI, M.D. whose telephone number is 571- 
272-0730. The examiner can normally be reached on 9 AM -7:00pm, Monday through 
Friday, except every other Wednesday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on 571-272-0739. The fax numbers for 
the organization where this application or proceeding is assigned are 571-273-8300. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571 ) 272-0547. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 

J-AMfCT LI/ 
Trimary Ixaminer, 
JArt Unit 1633 



January 10, 2009 



